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"(F) Subclause (i) clause (A) does not apply to a 
statement. 
in the laheling of a= dietarv sunnlement. that. 
characterizes the 
nercentaae level of a dietarv inaredient for whic 
the : ; _ Secretary 
has not. established a reference daily intake, daily 
recommended 
value. or 
consumontion ; 
(d) VITAMINS AND MINERALS|8Section 411(b)(2) (21 U.S.C. 
350(b)(2) is amended— 
(1) bv strikina [Vitamins or minerals" and i ting "dietary 
pre e inaredients described in section 1(faiy 
(e) FFFECTIVE 


2 bv strikina #(2) and inserting "(2)"; and 
a (B). 

DATE|2Dietarv supplement 21 us 343 

i lee may be labeled after the date of the enactment of 

oO 


this Act in accordance with the amendments made by this 
section, and ; 
)) shall be labeled after December 31, 1996, in accordance 

with such amendments. 
SEC. 8./NEW DIETARY INGREDIENTS. 

Chanter TV of the Federal Food. Drua. and 
Cosmetic ; Act. is 
amended by adding at the end the following: 


“NEW DIETARY INGREDIENTS 
"SEC. 413. (a) IN GENERALS@A dietary supplement which con- 21 
use 350b. 


other recommendation for daily 


bv strikina sub aaravh 


io a new dietary ingredient shall be deemed adulterated 
uwnaer 
section 402(f unless it meets one of the following 
reauirements: 
"(1) The dietarv sunnlement. contains onlv dietarv inaredi- 
ents which have been present in the food sunnlv as an article 
used for food in a form in which the food has not been chemi- 
cally altered. 

"(2) There i8 a historv of use or ather evidence 


of safetv 
establishing that the dietarv inaredient when 
used under the 
conditions recommended or suadested in the 
lahelina of the 
dietarv sunnlement. will reasonahlv he exnected 
to e safe and. 
at. least 75 davs hefore heina introduced or 
delivered for 
introduction into interstate commerce. the 
manufacturer or 
distributor of the dietarv inaredient or dietarv 
sunnlement nro- 
vides the Secretarv with information. includina 
anv citation 
to nublished articles. which is the hasis on which 


the : ; manufac- 

turer or distributor has concluded that a dietary 

sunvlement. 

containina such dietarv inaredient. will 

reasonably be expected 

to he safe. 
The Secretarv shall keen confidential anv information 
nrovided ; : _ Classified 
inder naragraph (2) for 90 days following its receipt. After the 
information 


exniration of such 90 days, the Secretary shall place such 
inrorma- 
ae Ae public display, except matter§ in the information 
whic 
are trade secrets or otherwise confidential, commercial 
poraamon 
(bh) PFTITIONI nv nerson mav file with the Secretarv a neti- 
tion nronosing the issuance of an order prescribing the 
conditions, ; ; ; ae 
under which a new dietary ingredient under its intended 
conditions 
aul ae will reasonably be expected to be safe. The Secretary 
sna 
make @ decision on such petition within 180 days of the 
are 
ine Deron is filed with the Secretary. For purposes of 
cnanter 
7 of title 5, United States Code, the decision of the 
Secretarv 
shal) he considere ] agencv action. 

(c) DEFINITION or vurnoses of this section, the 
term : : : ‘ new 
dietarv inaredient! means a dietary ingredient that 
was not mar- 


